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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. In line 14, the claim discloses "at least one of the following" 
followed by an alphabetical listing of structural limitations. However, limitation (a), 
discloses the phrase "an insulating dielectric coating positioned adjacent to at least a 
portion of at ". Limitation (a) appears to be incomplete sentence. Correction is 
respectfully requested. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Keusch et al. (US 6,635,045; hereafter Keusch) in view of Weaver et al. (US 
5,911,223; hereafter Weaver), Haak et al. (US 5,158,537; hereafter Haak) or Petelenz 
et al. (US 4,752,285; hereafter Petelenz). 
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The Keusch patent shows in figure 2, a flexible backing; an electrode layer 
connected to said flexible backing, said electrode layer having at least a donor electrode 
and a return electrode; at least one lead extending from each of said donor electrode 
and said return electrode to a tab end portion of said assembly, said tab end portion 
being structured for electrical connection with at least one component of said electrically 
assisted delivery device; a donor reservoir positioned in communication with said donor 
electrode, said donor reservoir including an amount of said composition; a return 
reservoir positioned in communication with said return electrode. 

The Keusch patent does not disclose an insulating dielectric coating positioned 
adjacent to at least a portion of at least one of electrodes. However, the use of 
dielectric coating in infusion devices is well known in the art as evidenced by the 
teachings of Weaver. 
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FIG. 2 



The Weaver patent shows in figure 2, a dielectric coating (21). Moreover, in 
column 6, lines 19-22, the specification states that "suitable materials for an electrically 
Insulating dielectric coating 21 include Teflon, Mylar, etc. and oxides such as aluminum 
oxide and tantalum oxide. Accordingly, based on the evidence at hand, the Weaver 
patent demonstrates the conventionality of using dielectric coatings in infusion devices. 

In relation to claims 2 and 3, the Haak patent suggests that the infusion of 
compositions such as epinephrine and lidocaine is well known in the art. In column 
13, lines 38-50, the specification states that "[t]he invention is particularly useful in the 
controlled delivery of peptides, polypeptides, proteins, macromolecules and other 
drugs which have a tendency to be unstable, hydrolyzed, oxidized, denatured or 
otherwise degraded in the presence of the liquid, such as water, necessary to conduct 
iontophoresis. For example, drugs containing either an ester bond (i.e., 
steroids) or an amide bond (i.e., peptides) may be hydrolyzed in water. Specific 
examples of drugs which can become degraded in the presence of water include 
catachols, such as apomorphine and epinephrine, salbutamol, sulfhydryls such as 
captopril, niphedipine, and peptides such as VIP and insulin". Additionally, in column 1, 
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lines 35-52, the specification states that "[t]he iontophoresis process has been found to 
be useful in the transdermal administration of medicaments or drugs including 
lidocaine hydrochloride, hydrocortisone, fluoride, penicillin, dexamethasone sodium 
phosphate, insulin and many other drugs". Finally, in relation to claim 4, in column 14, 
line 15, the Petelenz patent demonstrates that the use of Ag/AgCI electrodes is well 
known in the art. 

Based on the above observations and comments, for a person of ordinary 
skill in the art, modifying the apparatus disclosed by Keusch with (1) an insulating 
dielectric coating, as taught by Weaver, (2) the infusion of epinephrine or lidocaine, as 
taught by Haak, and (3) the use of Ag and AgCI electrodes, as taught by Petelenz, 
would have been considered obvious in view of the proven conventionality in the art of 
these particular enhancements. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Manuel A. Mendez whose telephone number is 571- 

272- 4962. The examiner can normally be reached on 0730-1800 hrs. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. Nicholas D. Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 



Application/Control Number: 10/820,346 Page 6 

Art Unit: 3763 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Manuel A. Mendez/ 

Primary Examiner, Art Unit 3763 

Manuel A. Mendez 
Primary Examiner 
Art Unit 3763 



